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(54) Title: METHOD OF CONTROLLED OVARIAN HYPERSTTMULATION AND PHARMACEUTICAL KIT FOR USE IN 
SUCH METHOD 

(57) Abstract: One aspect of the present invention is concerned with a method of controlled ovarian hypers timulati on in a mam- 
malian female, said method comprising the co-administration to said female of - a substance having follicle stimulating hormone ac- 
tivity (FSH substance) in an amount effective to stimulate multiple follicular development; - gonadotropin releasing hormone (GnRH) 
antagonist in an amount equivalent to a daily subcutaneous dose of at least 0.5 mg ganirelix to prevent a premature LH-surge; and - 
a LH substance in an amount effective to prevent or suppress symptoms of luteinising hormone (LH) deficiency resulting from the 
administration of the GnRH antagonist; followed by administering a meiosis and luteinisation inducing substance (ML substance) 
in an amount effective to stimulate resumption of meiosis and luteinisation, and wherein the LH substance is not obtained from the 
urine of human females. Another aspect of the to invention relates to a pharmaceutical kit for use in a method of controlled hyper- 
stimulation, which kit comprises: - at least one parenteral or oral dosage unit containing one or more FSH substances in an amount 
equivalent to a subcutaneous dose of 50-1500 LU. FSH; -at least one parenteral dosage unit containing one or more GnRH antago- 
nists in an amount equivalent to a subcutaneous dose of 0.5-25 mg ganirelix; -at least one parenteral dosage unit containing one or 
more LH substances in an amount equivalent to a subcutaneous dose of 50-3000 I.U. recombinant LH; wherein the LH substance is 
not obtained from the urine of human females. 
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FURTHER INFORMATION CONTINUED FROM PCT/ISA/ 210 



Continuation of Box 1.2 

Present claims 1-15. relate to a compounds defined by reference to a 
desirable characteristic or property, namely 

1) "a substance having follicle stimulating hormone activity" 

2) "a GnRH antagonist" 
3 "a LH-substance" 

4) "a meiosis and luteinisation inducing substance" 

The claims cover all compounds having this characteristic or property, 
whereas the application provides support within the meaning of Article 6 
PCT and/or disclosure within the meaning of Article 5 PCT for only a 
very limited number of such compounds. In the present case, the claims 
so lack support, and the application so lacks disclosure, that a 
meaningful search over the whole of the claimed scope is impossible. 
Independent of the above reasoning, the claims also lack clarity 
(Article 6 PCT). An attempt is made to define the compounds by reference 
to a result to be achieved. Again, this lack of clarity in the present 
case is such as to render a meaningful search over the whole of the 
claimed scope impossible. Consequently, the search has been carried out 
for those parts of the claims which appear to be clear, supported and 
disclosed, namely those parts relating to the compounds disclosed in the 
examples 

recFSH, cetrorelix, recLH and urinary hCG. 

The applicant's attention is drawn to the fact that claims relating to 
inventions in respect of which no international search report has been 
established need not be the subject of an international preliminary 
examination (Rule 66.1(e) PCT). The applicant is advised that the EPO 
policy when acting as an International Preliminary Examining Authority is 
normally not to carry out a preliminary examination on matter which has 
not been searched. This is the case irrespective of whether or not the 
claims are amended following receipt of the search report or during any 
Chapter II procedure. If the application proceeds into the regional phase 
before the EPO, the applicant is reminded that a search may be carried 
out during examination before the EPO (see EPO Guideline C-VI, 8.5), 
should the problems which led to the Article 17(2) declaration be 
overcome. 
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Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 
This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 

1. fx") Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 

Although claims 1-13 are directed to a method of treatment of. the 
human/animal body, the search has been carried out and based on the alleged 
effects of the compound/composition. 

2. | X | Claims Nos.: 

because they relate to parts of the international Application that do not comply with the prescribed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 

see FURTHER INFORMATION sheet PCT/ISA/210 



3. 1 | Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 

Box li Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 

This Internationa) Searching Authority found multiple inventions in this international application, as follows: 



1 . I | As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
' 1 searchable claims. 



2. [_] As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 
of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
I 1 covers only those claims for which fees were paid, specifically claims Nos.: 



4. | | No required additional search fees were timely paid by the applicant Consequently, this International Search Report is 
restricted to the Invention first mentioned in the claims; It is covered by claims Nos.: 



Remark on Protest | | The additional search lees were accompanied by the applicant's protest. 

[ | No protest accompanied the payment of additional search fee3. 
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